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mood see full prescribing information. A Brief Summary follows. 
INDICATION ONS sane SAGE: ERYC is indicated a Children and adults tor the treatment of the following 
conditions: 


Upper respiratory tract infections of mild to moderate degree caused by Streptococcus pyogenes 
group A beta hemolytic streptococci); Streptococcus pneumoniae (Diplococcus pneumoniae) ; 

lemophilus influenzae (when used concomitantly with adequate doses of sulfonamides, since not all 
strains of H influenzae are susceptible at the erythromycin concentrations ordinarily achieved). (See 
appropriate sulfonamide labeling for prescribing information.) 

Lower respiratory tract infections of mild to moderate severity caused by Streptococcus pyogenes 
(group A beta hemolytic streptococci); Streptococcus pneumoniae (Diplococcus pneumoniae). 

Respiratory tract infections due to Mycoplasma pneumoniae | aro $ agent). 

Pertussis (whooping cough) caused by Bordetella pertussis. Erythromycin is effective in eliminating the 
organism from the nasopharynx of infected individuals, rendering them noninfectious. Some clinical studies 
Suggest that erythromycin may be helpful in the prophylaxis of pertussis in exposed susceptible individuals. 

iphtheria—As an adjunct to antitoxin in infections due to Corynebacterium diphtheriae, to prevent 
establishment of carriers and to eradicate the organism in carriers. 

Erythrasma—lin the treatment of infections due to Corynebacterium minutissimum. 

Intestinal amebiasis caused by Entamoeba histolytica (oral erythromycins only). Extraenteric amebiasis 
— treatment with other agents. Infections due to Listeria monocytogenes. 

Skin and soft tissue infections of mild to moderate severity caused by Streptococcus pyogenes and 
Staphylococcus aureus (resistant staphylococci may emerge during treatment). 
rimary syphilis caused by Treponema pallidum. Erythromycin (oral forms only) is an alternate choice 
of treatment for primary syphilis in patients allergic to the penicillins. In treatment of primar ry SYP —_. 
spinal fluid should be examined before treatment and as part of the follow-up after therapy. 
erythromycin for the treatment of in utero syphilis is not recommended. (See CLINICAL PHARMACOLOGY 
in full prescribing information). 

Erythromycins are indicated for treatment of the following infections caused by Chlamydia trachomatis: 
conjunctivitis of the newborn, pneumonia of infancy, urogenital infections during pregnancy. When tetra- 
cyclines are contraindicated or not tolerated, erythromycin is indicated for the treatment of uncomplicated 
urethral, endocervical, or rectal infections in adults due to Chlamydia trachomatis. 

Legionnaires’ disease caused by Legionella pneumophila. Although no controlled clinical efficacy 
studies have been conducted, in vitro and limited preliminary clinical data suggest that erythromycin may 
be effective in treating Legionnaires’ disease. 

Therapy with erythromycin should be monitored by bacteriological studies and by clinical response 
(See CLINICAL PHARMACOLOGY —Microbiology, in full prescribing information). 

Injectable benzathine penicillin G is considered by the American Heart Association to be the drug of 
choice in the treatment and prevention of streptococcal pharyngitis and in long-term prophylaxis of 
rheumatic fever. When oral medication is preferred for treatment of the above conditions, penicillin G, V, or 
erythromycin are alternate drugs of choice. 

Although no controlled clinical efficacy trials have been conducted, erythromycin has been suggested 
by the American Heart Association and the American Dental Association for use in a regimen for prophylaxis 
against bacterial endocarditis in patients allergic to penicillin who have congenital and/or rheumatic or 
other acquired valvular heart disease when they undergo dental procedures and surgical procedures of the 
upper respiratory tract. (Erythromycin is not suitable prior to genitourinary surgery where the organisms 
-_ to lead to bacteremia are gram-negative bacilli or the enterococcal group of streptococci). 

NOTE: When selecting antibiotics for the prevention of bacterial endocarditis the physician or dentist 
je: read the full joint 1984 statement of the American Heart Association and the American Dental 
sociation. 
CONTRAINDICATION: ERYC is contraindicated in patients with known hypersensitivity to this antibiotic. 
WARNING: There have been a few reports of hepatic dysfunction, with or without jaundice, occurring in 
atients receiving erythromycin ethylsuccinate, base, and stearate products. 

CAUTIONS: Caution should be exercised when erythromycin is administered to patients with 
impaired hepatic function (see CLINICAL PHARMACOLOGY, in full prescribing inforiziation, and WARNING). 

Erythromycin use in patients who are receiving high doses of theophylline may be associated with an 
increase in serum theophylline levels and potential theophylline toxicity. In case of theophylline toxicity 
and/or elevated serum theophylline levels, the dose of theophylline should be reduced while the patient is 
receiving concomitant erythromycin therapy. 

Erythromycin interferes with the fluorometric determination of urinary catecholamines. 

Prolonged or repeated use of erythromycin may result in an overgrowth of nonsusceptible bacteria or 
-— If superinfection occurs, erythromycin should be discontinued and appropriate therapy instituted. 

hen indicated, incision and drainage or other surgical procedures should be performed in conjunction 
with antibiotic therapy. 

B—Reproduction studies have been performed in rats, mice and rabbits using 
erythromycin and its various salts and esters, at doses which were several times multiples of the usual 
human dose. No evidence of impaired fertility or harm to the fetus that appeared related to erythromycin 
was reported in these studies. There are, however, no adequate and well-controlled studies in pregnant 
women. Because animal reproduction studies are not always predictive of human response, this drug 
should be used during pregnancy only if clearly needed. 

D '—The effect of ERYC on labor and delivery is unknown. 
= | cnpapasigeanan is excreted in milk (see CLINICAL PHARMACOLOGY, in full prescribing 
information 

Pediatric Use—See INDICATIONS AND USAGE and DOSAGE AND ADMINISTRATION. 

SE REACTIONS: The most frequent side effects of oral erythromycin preparations are gastro- 
intestinal and are dose-related. They include nausea, vomiting, abdominal pain, diarrhea and anorexia. 
Symptoms of hepatic dysfunction and/or abnormal liver function test results may occur (see WARNING). 

Mild allergic reactions such as rashes with or without pruritus, urticaria, bullous fixed eruptions, and 
eczema have been reported with erythromycin. Serious allergic reactions, including anaphylaxis have 
been reported. 

There have been isolated reports of reversible hearing loss occurring chiefly in patients with renal 
insufficienc and in patients receiving high doses of erythromycin. 
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